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administrative hearing before an Ad-
ministrative Law Judge (ALJ) affili-
ated with the HHS DAB, when—

(1) ORI has made a finding of re-
search misconduct against a respond-
ent; and

(2) The respondent has been notified
of those findings and any proposed HHS
administrative actions, including de-
barment or suspension, in accordance
with this part.

(c) The ALJ’s ruling on the merits of
the ORI research misconduct findings
and the HHS administrative actions is
subject to review by the Assistant Sec-
retary for Health in accordance with
§93.5623. The decision made under that
section is the final HHS action, unless
that decision results in a recommenda-
tion for debarment or suspension. In
that case, the decision under §93.523
shall constitute findings of fact to the
debarring official in accordance with 45
CFR 76.845(c).

(d) Where a proposed debarment or
suspension action is based upon an ORI
finding of research misconduct, the
procedures in this part provide the no-
tification, opportunity to contest, and
fact-finding required under the HHS de-
barment and suspension regulations at
45 CFR part 76, subparts H and G, re-
spectively, and 48 CFR Subparts 9.4 and
309.4.

§93.501 Opportunity to contest find-
ings of research misconduct and ad-
ministrative actions.

(a) Opportunity to contest. A respond-
ent may contest ORI findings of re-
search misconduct and HHS adminis-
trative actions, including any debar-
ment or suspension action, by request-
ing a hearing within 30 days of receipt
of the charge letter or other written
notice provided under §93.405.

(b) Form of a request for hearing. The
respondent’s request for a hearing
must be—

(1) In writing;

(2) Signed by the respondent or by
the respondent’s attorney; and

(3) Sent by certified mail, or other
equivalent (i.e., with a verified method
of delivery), to the DAB Chair and ORI.

(c) Contents of a request for hearing.
The request for a hearing must—

§93.502

(1) Admit or deny each finding of re-
search misconduct and each factual as-
sertion made in support of the finding;

(2) Accept or challenge each proposed
HHS administrative action;

(3) Provide detailed, substantive rea-
sons for each denial or challenge;

(4) Identify any legal issues or de-
fenses that the respondent intends to
raise during the proceeding; and

(5) Identify any mitigating factors
that the respondent intends to prove.

(d) Extension for good cause to supple-
ment the hearing request. (1) After re-
ceiving notification of the appointment
of the ALJ, the respondent has 10 days
to submit a written request to the ALJ
for supplementation of the hearing re-
quest to comply fully with the require-
ments of paragraph (c) of this section.
The written request must show good
cause in accordance with paragraph
(d)(2) of this section and set forth the
proposed supplementation of the hear-
ing request. The ALJ may permit the
proposed supplementation of the hear-
ing request in whole or in part upon a
finding of good cause.

(2) Good cause means circumstances
beyond the control of the respondent or
respondent’s representative and not at-
tributable to neglect or administrative
inadequacy.

HEARING PROCESS

§93.502 Appointment of the Adminis-
trative Law Judge and scientific ex-
pert.

(a) Within 30 days of receiving a re-
quest for a hearing, the DAB Chair, in
consultation with the Chief Adminis-
trative Law Judge, must designate an
Administrative Law Judge (ALJ) to de-
termine whether the hearing request
should be granted and, if the hearing
request is granted, to make rec-
ommended findings in the case after a
hearing or review of the administrative
record in accordance with this part.

(b) The ALJ may retain one or more
persons with appropriate scientific or
technical expertise to assist the ALJ in
evaluating scientific or technical
issues related to the findings of re-
search misconduct.

(1) On the ALJ’s or a party’s motion
to appoint an expert, the ALJ must
give the parties an opportunity to sub-
mit nominations. If such a motion is

719



§93.503

made by a party, the ALJ must appoint
an expert, either:

(i) The expert, if any, who is agreed
upon by both parties and found to be
qualified by the ALJ; or,

(ii) If the parties cannot agree upon
an expert, the expert chosen by the
ALJ.

(2) The ALJ may seek advice from
the expert(s) at any time during the
discovery and hearing phases of the
proceeding. The expert(s) shall provide
advice to the ALJ in the form of a
written report or reports that will be
served upon the parties within 10 days
of submission to the ALJ. That report
must contain a statement of the ex-
pert’s background and qualifications.
Any comment on or response to a re-
port by a party, which may include
comments on the expert’s qualifica-
tions, must be submitted to the ALJ in
accordance with §93.510(c). The written
reports and any comment on, or re-
sponse to them are part of the record.
Expert witnesses of the parties may
testify on the reports and any com-
ments or responses at the hearing, un-
less the ALJ determines such testi-
mony to be inadmissible in accordance
with §93.5619, or that such testimony
would unduly delay the proceeding.

(c) No ALJ, or person hired or ap-
pointed to assist the ALJ, may serve in
any proceeding under this subpart if he
or she has any real or apparent conflict
of interest, bias, or prejudice that
might reasonably impair his or her ob-
jectivity in the proceeding.

(d) Any party to the proceeding may
request the ALJ or scientific expert to
withdraw from the proceeding because
of a real or apparent conflict of inter-
est, bias, or prejudice under paragraph
(c) of this section. The motion to dis-
qualify must be timely and state with
particularity the grounds for disquali-
fication. The ALJ may rule upon the
motion or certify it to the Chief ALJ
for decision. If the ALJ rules upon the
motion, either party may appeal the
decision to the Chief ALJ.

(e) An ALJ must withdraw from any
proceeding for any reason found by the
ALJ or Chief ALJ to be disqualifying.
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§93.503 Grounds for granting a hear-
ing request.

(a) The ALJ must grant a respond-
ent’s hearing request if the ALJ deter-
mines there is a genuine dispute over
facts material to the findings of re-
search misconduct or proposed admin-
istrative actions, including any debar-
ment or suspension action. The re-
spondent’s general denial or assertion
of error for each finding of research
misconduct, and any basis for the find-
ing, or for the proposed HHS adminis-
trative actions in the charge letter, is
not sufficient to establish a genuine
dispute.

(b) The hearing request must specifi-
cally deny each finding of research
misconduct in the charge letter, each
basis for the finding and each HHS ad-
ministrative action in the charge let-
ter, or it is considered an admission by
the respondent. If the hearing request
does not specifically dispute the HHS
administrative actions, including any
debarment or suspension actions, they
are considered accepted by the respond-
ent.

(c) If the respondent does not request
a hearing within the 30-day time period
prescribed in §93.501(a), the finding(s)
and any administrative action(s), other
than debarment or suspension actions,
become final agency actions at the ex-
piration of the 30-day period. Where
there is a proposal for debarment or
suspension, after the expiration of the
30-day time period the official record is
closed and forwarded to the debarring
official for a final decision.

(d) If the ALJ grants the hearing re-
quest, the respondent may waive the
opportunity for any in-person pro-
ceeding, and the ALJ may review and
decide the case on the basis of the ad-
ministrative record. The ALJ may
grant a respondent’s request that waiv-
er of the in-person proceeding be condi-
tioned upon the opportunity for re-
spondent to file additional pleadings
and documentation. ORI may also sup-
plement the administrative record
through pleadings, documents, in-per-
son or telephonic testimony, and oral
presentations.
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